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to confirm the results of the ques-
tioned study; and

(4) Refusing to treat the covered clin-
ical study as providing data that can
be the basis for an agency action.

§ 54.6 Recordkeeping and record re-
tention.

(a) Financial records of clinical inves-
tigators to be retained. An applicant who
has submitted a marketing application
containing covered clinical studies
shall keep on file certain information
pertaining to the financial interests of
clinical investigators who conducted
studies on which the application relies
and who are not full or part-time em-
ployees of the applicant, as follows:

(1) Complete records showing any fi-
nancial interest or arrangement as de-
scribed in § 54.4(a)(3)(i) paid to such
clinical investigators by the sponsor of
the covered study.

(2) Complete records showing signifi-
cant payments of other sorts, as de-
scribed in § 54.4(a)(3)(ii), made by the
sponsor of the covered clinical study to
the clinical investigator.

(3) Complete records showing any fi-
nancial interests held by clinical inves-
tigators as set forth in § 54.4(a)(3)(iii)
and (a)(3)(iv).

(b) Requirements for maintenance of
clinical investigators’ financial records.

(1) For any application submitted for
a covered product, an applicant shall
retain records as described in para-
graph (a) of this section for 2 years
after the date of approval of the appli-
cation.

(2) The person maintaining these
records shall, upon request from any
properly authorized officer or employee
of FDA, at reasonable times, permit
such officer or employee to have access
to and copy and verify these records.
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Subpart A—General Provisions

§ 56.101 Scope.
(a) This part contains the general

standards for the composition, oper-
ation, and responsibility of an Institu-
tional Review Board (IRB) that reviews
clinical investigations regulated by the
Food and Drug Administration under
sections 505(i) and 520(g) of the act, as
well as clinical investigations that sup-
port applications for research or mar-
keting permits for products regulated
by the Food and Drug Administration,
including food and color additives,
drugs for human use, medical devices
for human use, biological products for
human use, and electronic products.
Compliance with this part is intended
to protect the rights and welfare of
human subjects involved in such inves-
tigations.
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(b) References in this part to regu-
latory sections of the Code of Federal
Regulations are to chapter I of title 21,
unless otherwise noted.

[46 FR 8975, Jan. 27, 1981, as amended at 64
FR 399, Jan. 5, 1999]

EFFECTIVE DATE NOTE: At 64 FR 399, Jan. 5,
1999, in § 56.101, paragraph (a) was amended
by removing ‘‘, 507(d),’’, effective May 20,
1999.

§ 56.102 Definitions.
As used in this part:
(a) Act means the Federal Food,

Drug, and Cosmetic Act, as amended
(secs. 201–902, 52 Stat. 1040 et seq., as
amended (21 U.S.C. 321–392)).

(b) Application for research or mar-
keting permit includes:

(1) A color additive petition, de-
scribed in part 71.

(2) Data and information regarding a
substance submitted as part of the pro-
cedures for establishing that a sub-
stance is generally recognized as safe
for a use which results or may reason-
ably be expected to result, directly or
indirectly, in its becoming a compo-
nent or otherwise affecting the charac-
teristics of any food, described in
§ 170.35.

(3) A food additive petition, described
in part 171.

(4) Data and information regarding a
food additive submitted as part of the
procedures regarding food additives
permitted to be used on an interim
basis pending additional study, de-
scribed in § 180.1.

(5) Data and information regarding a
substance submitted as part of the pro-
cedures for establishing a tolerance for
unavoidable contaminants in food and
food-packaging materials, described in
section 406 of the act.

(6) An investigational new drug appli-
cation, described in part 312 of this
chapter.

(7) A new drug application, described
in part 314.

(8) Data and information regarding
the bioavailability or bioequivalence of
drugs for human use submitted as part
of the procedures for issuing, amend-
ing, or repealing a bioequivalence re-
quirement, described in part 320.

(9) Data and information regarding
an over-the-counter drug for human
use submitted as part of the procedures

for classifying such drugs as generally
recognized as safe and effective and not
misbranded, described in part 330.

(10) An application for a biological
product license, described in part 601.

(11) Data and information regarding a
biological product submitted as part of
the procedures for determining that li-
censed biological products are safe and
effective and not misbranded, as de-
scribed in part 601.

(12) An Application for an Investiga-
tional Device Exemption, described in
parts 812 and 813.

(13) Data and information regarding a
medical device for human use sub-
mitted as part of the procedures for
classifying such devices, described in
part 860.

(14) Data and information regarding a
medical device for human use sub-
mitted as part of the procedures for es-
tablishing, amending, or repealing a
standard for such device, described in
part 861.

(15) An application for premarket ap-
proval of a medical device for human
use, described in section 515 of the act.

(16) A product development protocol
for a medical device for human use, de-
scribed in section 515 of the act.

(17) Data and information regarding
an electronic product submitted as
part of the procedures for establishing,
amending, or repealing a standard for
such products, described in section 358
of the Public Health Service Act.

(18) Data and information regarding
an electronic product submitted as
part of the procedures for obtaining a
variance from any electronic product
performance standard, as described in
§ 1010.4.

(19) Data and information regarding
an electronic product submitted as
part of the procedures for granting,
amending, or extending an exemption
from a radiation safety performance
standard, as described in § 1010.5.

(20) Data and information regarding
an electronic product submitted as
part of the procedures for obtaining an
exemption from notification of a radi-
ation safety defect or failure of compli-
ance with a radiation safety perform-
ance standard, described in subpart D
of part 1003.

(c) Clinical investigation means any
experiment that involves a test article
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